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Final Office Action on the Merits 

1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Status of the Application 

2. Claims 2, 3 and 6-14 are pending in the present application. The instant claims 
are rejected as indicated below. 

Claim Rejections - 35 USC §112 

3. The rejection of claims 1, 4 and 5 under 35 USC 112, first paragraph is 
made moot by the cancellation of the instant claims. 

4. The rejection of claims 2, 3 and 6-11 under 35 USC 112, first paragraph is 
withdrawn. 

5. Claims 13 and 14 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for treatment, does not reasonably provide 
enablement for prevention. The specification does not enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to use the invention 
commensurate in scope with these claims. 
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The factors to be considered in determining whether a disclosure meets the 
enablement requirement of 35 USC 112, first paragraph, have been described in In re 
Wands, 8 USPQ2d 1400 (Fed. Cir. 1988). Among these factors are (1) the nature of 
the invention, (2) the breadth of the claims, (3) the state of the prior art, (4) the 
predictability or unpredictability of the art, (5) the amount of guidance or direction 
presented, (6) the presence or absence of working examples, (7) the relative skill in the 
art and (8) the quantity of experimentation necessary. When the above factors are 
taken into consideration, the examiner's position is that one skilled in the art could not 
perform the invention commensurate in scope with the instant claim without undue 
experimentation. 

Briefly, the instant claims are drawn to compositions useful to prevent or treat 
osteoporosis or breast cancer. 

The medical art teaches various treatment regimens for osteoporosis or breast 
cancer. However, the instant claims recite "preventing," which is deemed to be a "cure" 
since prevention of a disease is interpreted to mean that the disease will entirely cease 
to manifest after administration of the composition. Applicant has not demonstrated 
prevention or curing of osteoporosis or breast cancer in-vitro or even in a mouse/rat 
model in order to provide some reasonable nexus between the compounds instantly 
claimed and osteoporosis or breast cancer prevention. 

While the Applicants might be enabled for treatment in vitro, the Applicants are 
not enabled for curing/preventing osteoporosis or breast cancer in vitro or in vivo. The 
high degree of unpredictability associated with the claimed method underscores the 
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need to provide teachings in the specification that would provide the skilled artisan with 
specific treatment regimens that achieve a therapeutic benefit; however, the 
specification does not provide such guidance and fails to provide evidence that the 
instantly claimed compounds actually prevents or cures osteoporosis or breast cancer. 
Without such guidance in the specification and the lack of correlative working examples, 
the claims would require an undue experimentation without a predictable degree of 
success on the part of the skilled artisan. 

Claim Objections 

6. Claims 13 and 14; 7 and 8 are objected to under 37 CFR 1 .75(c), as being of 
improper dependent form for failing to further limit the subject matter of a previous 
claim. Applicant is required to cancel the claim(s), or amend the claim(s) to place the 
claim(s) in proper dependent form, or rewrite the claim(s) in independent form. 

The recitation of the intended use does not limit the scope of the claimed 
composition. 

Claim Rejections - 35 USC § 103 

7. The rejection of claims 1, 4 and 5 under 35 USC 103(a) over Jo et al. (WO 
0142186, see English translation US 6,737,417) is made moot by the cancellation 
of the instant claims. 
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8. The rejection of claims 2, 3 and 6-11 under 35 USC 103(a) over Jo et al. (WO 
0142186, see English translation US 6,737,417) is maintained and claims 12-14 are 
rejected under 35 USC 103(a) over Jo et al. (WO 0142186, see English translation 
US 6,737,417). 

Applicant argues the rejection fails for the following reasons: (a) the structural 
differences between the claimed compounds and that of the prior art; (b) the 
advantageous effect of the claimed compounds and (c) it would not be predictive to 
modify the compounds of Jo et al. to arrive at the claimed compounds with a reasonable 
degree of success. Applicant's argument was considered but not persuasive for the 
following reasons. 

First, the reference teaches a genus that encompasses the claimed compounds. 
The only difference between the prior art compounds exemplified and the claimed 
compounds are the substituents at the 17-position: 
Claimed compounds: 



p 




and 




OOsH 
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Exemplified Prior Art compound: 




. However, as discussed in the previous 
Office Action, the reference teaches 1 7-substituents inclusive of the claimed 
compounds. For example: 




(see definition of R 8 in the cited reference). 

Applicant also argues the instant claims are optically active whereas the 
compounds of Jo et al. are diastereomer mixtures. However, applicant has not provided 
any evidence on record that the prior art compounds are diastereomer mixtures. 

Secondly, applicant argues the advantageous effects of the claimed compounds. 
According to applicant, the claimed compounds exhibit different chemical properties 
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from the prior art compounds such as (a) a much higher AUC value; (b) potent 
pharmacological efficacy in oral administration; (c) potent anti-estrogenic activity and (d) 
excellent pharmacokinetic property. Thus, it is applicant's opinion that the claimed 
compounds show unexpected results. 

To support the argument of unexpected results, applicant points to data in Tables 
2 to 5 in the present specification. However the following are noted: 

Table 2: The data shows compounds 2 and 5 have higher AUC values than 
control compounds 1 and 2. However, (a) compound 1 has a higher AUC value than 
control compound 1 but a lower or equal AUC value compared to control compound 2 
and (b) compound 4 has a lower AUC value than control compounds 1 and 2. 

Tables 4 and 5: shows data related to the claimed compounds but no 
comparison was made to the prior art compounds. 

In essence, the examiner's position is that the data does not support the 
argument of unexpected results indicative of nonobviousness of the claims. 
Additionally, the reference teaches the compounds would have increased oral activity 
and, thus, differences in the AUC values would not be unexpected and/or unobvious. 

Lastly, applicant argues the rejection fails because it would not be predictive to 
modify the compounds of Jo et al. to arrive at the claimed compounds with a reasonable 
degree of success. However, what the skilled artisan would be doing is making 
additional species of the genus taught by Jo et al. Thus, based on the teachings of the 
cited reference he would have the reasonable expectation that any species of the genus 
of Jo would have similar properties as taught by the reference and, thus, have 
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increased activity after oral administration (see Abstract; col. 2, line 66 - col. 3, line 13 of 
the cited reference). 

For these reasons and those given in the previous Office Action, the rejection of 
claims 2, 3 and 6-1 1 under 35 USC 1 03(a) over Jo et al. (WO 01 421 86, see English 
translation US 6,737,417) is maintained and claims 12-14 are rejected under 35 USC 
103(a) over Jo etal. (WO 0142186, see English translation US 6,737,417). 



Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Telephone Inquiry 
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1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Barbara P. Badio whose telephone number is 571-272- 
0609. The examiner can normally be reached on M-F from 6:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Barbara P. Badio/ 

Primary Examiner, Art Unit 1612 



